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DETAILED ACTION 

Election/Restrictions 

1 . Applicant's election with traverse of Species II in the reply filed on 6/23/06 is 
acknowledged. The traversal is on the ground(s) that the non-elected embodiments 
have been previously allowed. This is not found persuasive because the indication of 
allowable subject matter for claims 10, 49, 48 and 124 is withdrawn and that the mode 
operation of each specific heater is different and unique from the other heaters. 

The requirement is still deemed proper and is therefore made FINAL. 

2. Claims 39-43, 156-168, 174, 176, 178 and 180 are withdrawn from further 
consideration pursuant to 37 CFR 1.142(b), as being drawn to a nonelected species, 
there being no allowable generic or linking claim. Applicant timely traversed the 
restriction (election) requirement in the reply filed on 6/23/06. 

Claim Rejections - 35 USC § 103 

3. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 1 02 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

4. The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1 , 148 
USPQ 459 (1966), that are applied for establishing a background for determining 
obviousness under 35 U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 
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4. Considering objective evidence present in the application indicating 
obviousness or nonobviousness. 

5. Claim 48 is rejected under 35 U.S.C. 103(a) as being unpatentable over 
5,146,915 to Montgomery. 

Montgomery teaches a method of generating an aerosol comprising the steps of 
heating a physiologically active compound via heaters 32 located within a heating- 
vaporization zone having a restricted cross-sectional area. The heaters is said to be 
contained within a restricted cross-sectional area because the vaporizer housing 1 has 
a definitive shape and that the applicant has not provided any additional structural 
limitation to further define what constitutes as a "restricted cross-sectional area". The 
vapor generated by the heaters are mixed with a carrier gas (col. 2, lines 8-10) to form a 
ratio of vapor to carrier gas when a stable concentration of particles in the gas is 
reached (the heater is energized first prior to opening the inlet for the carrier gas). 
Montgomery teaches a control valve 28 that is capable of maintaining a pressure drop 
through the heater at a gas flow rate no greater than 10 inches of water, which depends 
on the position of the control valve, but is silent with regards to any specific teaching for 
this limitation. However, it would have been obvious to one of ordinary skill in the art at 
the time the invention was made to maintain the pressure drop at less than 10 inches of 
water, since it has been held that where the general conditions of a claim are disclosed 
in the prior art, discovering the optimum or workable ranges involves only routine skill in 
the art. In re Alter, 220 F.2d 454, 456, 105 USPQ 233, 235 (CCPA 1955). Furthermore, 
the pressure drop of the gas flow rate is merely dependent upon the position of the 
control valve 28, which could allow gas to flow through at a low or high pressure. 
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6. Claims 124-130 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
5,388,574 to Ingebrethsen in view of US 5,894,841 to Voges. 

(claim 124) Ingebrethsen teaches a method of generating aerosol comprising the 
steps of depositing a physiologically active compound onto a mesh screen carrier (col. 
4, line 32); and heating the compound by passing a current across the carrier to 
vaporize the compound (col. 4, lines 21-33). Ingebrethsen is silent with regards to the 
method comprising the step of mixing the vapor with the carrier gas in a ratio to form a 
desired particle size when a stable concentration of particles in the gas is reached. 
However, Voges teaches that the droplet size of an aerosol delivered to a patient is a 
function of the carrier gas pressure and velocity (col. 1 , lines 43-55). Therefore, it would 
have been obvious to one of ordinary skill in the art at the time the invention was made 
to modify the method of Ingebrethsen to include the step of mixing the resulting vapor 
with a carrier gas in a ratio to form a desired particle size since Voges teaches that it is 
well known in the art to control the particle size since the particle size is a function of the 
delivered pressure and velocity of the carrier gas, i.e., controlling the pressure and 
velocity of the carrier gas will alter the ratio of vapor to carrier gas. Furthermore, 
constant application of the same pressure and velocity of the carrier gas would produce 
aerosol with the same particle size, thus producing a stable concentration (inherent via 
the function of the pressure and velocity of the carrier gas in relation to the vapor). 

(claims 125-127) Ingebrethsen teaches that the mesh can vary in size and 
configuration (col. 4, lines 29-30). Therefore, it would have been obvious to one of 
ordinary skill in the art to provide a single mesh screen or a plurality of mesh screens, or 
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a mesh screen having 200 mesh, because Ingebrethsen teaches that any mesh screen 
configuration is usable in his invention. Thus, choosing a specific number of mesh 
screens would be a mere obvious design choice to one of ordinary skill in the art since 
either configuration would provide the same function of providing heat. 

(claim 128) Ingebrethsen discloses a battery power source but is silent with 
regards to a capacitor power source. However, it would have been obvious to one of 
ordinary skill in the art at the time the invention was made to use a capacitor power 
source since the examiner takes Official Notice of the equivalence of a battery power 
source and the capacitor power source for their use as a source of energy in the art and 
that the selection of any of these known equivalents would be within the level of 
ordinary skill in the art. 

(claim 129 and 130) Ingebrethsen discloses the claimed invention except for the 
current being passed for the recited period of time. However, it would have been 
obvious to one of ordinary skill in the art at the time the invention was made to pass 
current for the recited period of time, since it has been held that where the general 
conditions of a claim are disclosed in the prior art, discovering the optimum or workable 
ranges involves only routine skill in the art. In re Alter, 220 F.2d 454, 456, 105 USPQ 
233, 235 (CCPA 1955). 

Allowable Subject Matter 

7. Claims 10,11,1 35-1 55, 1 69-1 73, 1 75, 1 77 and 1 79 are allowed. 

8. The following is a statement of reasons for the indication of allowable subject 
matter: 
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9. The prior art of record fails to teach or render obvious a method of generating 
aerosol for inhalation of a patient, comprising the steps of, inter alia, the ratio of vapor to 
gas is controlled by regulating the gas flow rate within a desired range and wherein the 
flow rate is monitored and heating of the compound is stopped if the flow rate is not 
maintained within the desired range. 

Response to Arguments 

10. The indicated allowability of claims 48 and 124-130 is withdrawn in view of the 
newly discovered reference(s) to Montgomery and Ingebrethsen. Rejections based on 
the newly cited reference(s) is presented above. 

Conclusion 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Darwin P. Erezo whose telephone number is (571 ) 272- 
4695. The examiner can normally be reached on M-F (8:00-4:30). 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Anhtuan T. Nguyen can be reached on (571 ) 272-4963. The fax phone 
number for the organization where this application or proceeding is assigned is 571- 
273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 
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Examiner 
Art Unit 3731 
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